DEC 19 2008
EXHIBIT 2

510(k) Summary for K032086
The Ashley Collection Inc, dba PROTOCOL
600 West 57th St. 2nd Floor
" New York, NY 10019

Tel 212-247-7294
Fax 212-247-1489

Contact: Robert Goldy, CEO

Date prepared: November 13, 2008

[dentification of the Device:

Proprietary-Trade Name: Prolocol Alcohel Breath Checker
Classification Name: Device, breath trapping, alcohol, DIJZ
Common/Usual Name: Breath-alcohol test system

. Equivalent legally marketed devices K052448, Connectables Pocket Breathalyzer

. Indications for Use (intended use): This device is intended to measure alcohol in human breath.
Measurements obtained by this device are used in the diagnosis of alcohol intoxication.

. Description of the Device: Protocol's alcohol breath checker is designed to measure deep lung
air to test for the presence of alcohol in the blood. Protocol's breath checker is an alcohol
screening device and uses a blow time of at least 3 seconds to capture an accurate deep lung
sample. Protocol's alcohol breathe tester contains an oxide semiconductor sensor designed to
test for the presence of alcohol. The oxide semiconductor material is heated to a specific
temperature. The resistance of sensing material changes rapidly according to gas concentration
changes, thereby enabling the reading of alcohol concentration by resistance measurement..
The device provides a semi-quantitative measure of a patient’s blood aleohol level using
colored LEDs as indicators. The indications are: Red & Yellow: BAC 0.08 or more; Yellow:
BAC 0.05 to 0.08; Green: BAC <0.05. The device also includes a flashlight function and a
count-up/count-down timer. The timer can be used for parking meter timing or for timing the
wait before performing the alcohol test after consuming alcohol, nominally 20 minutes.

. Safety and Effectiveness, comparison to predicate device. The results of bench, laboratory and
user testing indicates that the new device is as safe and effective as the predicate device. A
clinical trial was performed to establish that the user could read and understand the instructions
provided, and properly use the device, as well as perform comparably to an evidentiary type of
breath alcohol tester,



6. Substantial Equivalence Chart

Feature

K052448, Connectables Pocket
Breathalvzer

Protocol Alcohol Breath
Checker

INDICATION OF USE

The Connectables Pocket
Breathalyzer is intended to
measure alcohol in human breath.
Measurements obtained by this
device are used in the diagnosis of
alcohol intoxication.

This device is intended to measure
alcohol in human breath.
Measurements obtained by this
device are used in the diagnosis of
alcohol intoxication. (SAME)

MODE Breath Alcohol Concentration SAME
PRACTITIONER USE Over the Counter SAME
Blowing time 3 Seconds 3 Seconds (SAME)
DISPLAY Three colored LEDs: SAME

Red, Yellow, Green.

Display Interpretation

Red: BAC > 0.08
Yellow: BAC 0.04 1o 0.08
Green: BAC <0.04

Red & Yellow BAC 0.08 or more
Yellow: BAC 0.05 to 0.08
Green: BAC <0.05

POWER SOURCE 2- AAA Alkaline SAME
BATTERY LIFE 400 Tests 300 Tests
Measurement Range 0.00-0.40% BAC SAME
Accuracy +-0.01% SAME
TYPE OF SENSOR Semiconductor-Oxide Sensor SAME
ANATOMICAL SITE Mouth SAME
Warm Up Time 5-15 seconds SAME
Construction Plastic case with internal circuit SAME
hoard
SIZE 1.647x2.1" 1.57 x 37
WEIGHT 42 gm 51 gm.
Flashlight YES YES
Timer NO Count-up or Couni-down

7. Conclusion

After analyzing bench tests, EMC, and user testing data, it is the conclusion of Protocol that the
Protoco! Alcohol Breathalyzer is as safe and effective as the predicate device, has few technological
differences, and has no new indications for use, thus rendering it substantially equivalent to the
predicate device. The clinical trial performed showed that the over the counter purchaser of this device
could read and understand the instructions, could properly use the device, and obtain results that were
comparable to those provided by a professional unit administered by a trained observer.




3w} awes aul e suorng

NIW PUE WH 8yl ssaud pO:0 01 421} UMOPIUNOY Y1 319531 01 "9
LIPIED uLee 2y
dn3s LD UlI] FWES 3Y] 1B SUOIAING NIW PUE dH 2] Bulssalg

"SPLOD3S 0O SISE| 13} UMOPILNGD Ayl JO wireje 3yl °§
'SIIUIWE §

pue o1 158 a4 1¢ UaaID 2q |m jeubis Buluiem pusiss omly
1awn

uM0PIUNGD a4y dojs 03 uleBe UOING dOLS/LUVLS D4 s5aid £

DU UMOPIUNGY BY] HWEIS 0 UOTING 015/ dvlS U 8534d ¢
‘SINNTW

10 ANCH UMGPIUNGD 2Y) 185 01 SUOTING NIW 0 HH S524d T

J2UN] UMORILNeD

-3lun) 2wes ayj e sucing

'00:0 03 Jawy dn-1unod 3] Jasel 0

awn

dn-junod ayl dols 03 uiebe uoRng 4OiS/1YvILS Svi ssad T
00:0 S buipas ay uaym

18wy dn-junod auy) HEls 03 UORNg dOLS/LHVLS ayl ssaid T

Jaw] dn-junoy

-13)53] |0goIje 3yt buisn ajium ybip syl Isn

Jou o B Ayl uo winy o3 uamsod <NG> 03 YIxms UGy Byl 3eg

uoiaundg 617

NIW pue yH 2u3 s53.d 'E

SUONOUNG 19410

320§ 01 0 Jasmesadus) ebei0]s
507 01 0T [2imeladna) SuizesdD
‘53523 Q0 Al@aewixoqdde Apad auQ 8i 8laRQ
24NJ0RNUEBL JO BLULY 3B AJDIDE) Ul SUOp 'UoNN|as
2vE 8070 PUR §0'0 YMm JOIBINWIS [OY 0D LIealg JUOIRIGIHED
sauaeq SUlleM(e Y'Y, DM Ylim S153) 00T In0qy 3 Aueneg
(pasn 1snf
sem 13153 1OUOI|Y AU} S53|UN) SpU0DaS GT 01 § 1awWy) Ieayaid
‘[aA3} Dvd € 01 3 SPAAU0D pue Lessg uo joyodie
31ep 0 JOSUS 580 J0INPUNI-ILIDS B 535N J0NPo.d POSk 1581
SUCIEIIPIIS

‘paureduwl

AJJENSIA 10 PUHQIGIOD A8 DM SIENPIAIPUE AQ pa3RJciiajul 8 10U BINcYs
SNS9Y "SHNSS 159) J3AHRP 03 (PaYy PUE ‘MO|IBA ‘URR10} WSISAS
J0]821PUE 97 P2400D B 535N 13153] |oYO2(Y YL 19153 ) |oyod)y
algy Jo SYNsed AU J0 Sspaebay ‘|oycole O Junowe Aue Bulunsuod

Jaye pasn aq wewdinbs 4o SPIYaA J0J0W ou Jey] pIsinpe AlBunns s

11 "pawNsuaD SEID 1310 pue uaRedipaw ‘uondWNsUED POOY JO JUNOLIE
"Bripjulp Jaye swn pasdeja pue ‘obiesn sadoiduws ‘Spinbi Ul uosRWANS
Ay SAISSIIXE YBIUNS TJR4P ‘SUOIPUOD [RUSWUALAUS Ag pITSye
g UED SYNS3Y "uodn PRl 3 30U PINOYS pue Ajia sapInG aJe snsad
159 S[RIDL0 JBLUSDI0IUS Me| AQ pasn siszAleyleaq S JO SNsad
SWES BIy1 10 AJEINDDR %001 23jueend Jou saop ., 18358 | |04OIIY Ay L

*12U60s JUN 243 budejdad pustuundal A|Buois am

o30S AAEDY B 10 JSHULP AnEaY B aue NoA 4T "3 1VANODOVNI
39 OL SONIAYIY UNOA ASNYD AVIW OS5 00 OL FYTIivd 35N
15414 W34y dvaA 3NO 3DIA3A YNOA 0V 1d3d aiNOHS
[IOA "SISHUUR JSOLL 10} B5N ADASP JO 1824 dua AlRjewixoldde
01 spuodsaliod siyy (MGT ToqE CIs GHO5E MMMA)

‘salprs YYVIN Ue pasey 5153} 00 1ses)| je

304 AIS1EINI0R SUDNDUNY S21A3R SIL] JBUY UMDYs Sey Bugsay Ing
sBumiiem

iFATHT ANV INING LNOG
“34] 513461 U6 317}

Ajuo g uana snal oq Aew sy UONCLUNSUOD JOHEIIE JO
jonaf ANY 1e paneduwy ag Aewt BUIALIP IN0A NOILAVD

L, UDMIBRIJUDIUOS [OYO Y POOlg,, SUEaW , JVH.,

W gzl udsb

33 AJUO SMOUS JUN 3YY |1IUN UOUNG YIMOC 3yd ssaid o

anunuo) "dn WIEM 01 BWi) 310w Spasu un ay3 Buimoys dn
16 v 5037 MOIBA R PRy 2y3 ‘awr) buop e uey BIPL BIIL CE

1521 |laue Iu]
s1yb1 BuLIND UeIINA ¥IAMOJ 243 UMOp Oy PUE 55810 1SNW 104 ‘T
saliajjeq ayy adejdoy OoN Bunsay
210434 |0YCDR BURULIp JFPE SN QT 03 ST LIvM T
AIUIVAWI sdil (ngasn
349 11ILS -350 10) APE3J MOU SI
1HBINW DNIATHA %S0 pun ayp Cpr Aenieq Syl soeday cpajedpul se Ajleiod 33100
upm (papnpBul Jou) ‘sauaneq auledie Anjenb-ubrl (F-Wn)
¥NoA 1ng ueul /\[)\_, JVVYL OM] H2SUT HUN 343 4o 3oeq U3 U0 Py Aseneg ayl wadp
T3IAIT ALVHIAONW s53] Buisn aJ10jog
16 MO sjoova | (| Naguo
: o upmnAsd i) HONNg JOLS VLR L
04680 Q LB FTE v T \.Cu.amm &1y Sonng PN g
) eI i} yopng et {g)
Q3LVOIXO.LNI A . Q Bt msuss (gl BOHNE MO {E)
ANITHIQYHOS %S0 yopeng jubir (g3 a3 UseD (g
INOLLNYD Jo ovd O MOTI3A sy 0y Aeding GOH9) CEYE MOHRA 12)
agpay il
191eaab O
10 Q MOTI3A
"d3LVIIXOLNI 80" pue
ATIVEDIT jo Ovd a3y

:ueaw 537 43 IeYM
wmebe 3523 ay) Buluuni 21043 SPUCIIS OT-ST Wem

sBulllep 996 1eak auo Ja)je pun ade|day v
'Sapo2 31 3yl 40) Mmo|aq Meyd
2yl oas =eadde sSQ37 YIIym BA19sqQQO g
*sdi] JNoA yum Jun
a1} jo doj ay3 yono} ION oq -A|eimipawtul
IN320 |JIM S} NSaJ 1531 241 *AJUISISU0D pue
AMmols spuodas £ 10} iun Jo do] je 105uas
ayl ojul Ieyxa pue yealq dop e el 'z
*binsa) oy} 1°))e
oLanp AISNonunuod UolIng Jjomod 94
PIOH 'Buisal 4o Apead si Jun ayy Q1 s1 g31
uaaab ayy Isnl uaypa M) S1 37 u2alb
isnl |13un wolINg HAMOC Y3 Pjoy pue ssaid T
‘Buipead ybiy Ajjeuiouqe ue noA
aalb pInod> yinow InoA ul J[Oyodly "Joyooje
Sunjunp J9je sanuill 0Z 03 ST ITVM "UONEDIXOILH
12159] joyod)y Buisn |OY02|E JO UODSTDP S U1 pIE UR SB pasn aie
DIMABP SIYI AQ PUIEIHO SIUSWIDUNSES) “YIBalq uewny
Juawade|da) anaap Buipiebal sbuliepm ass ¢ aU] Ul joyode 2UNseall 0] papusiul s1 301A3p SHYL
1581 |Oyoaje ue Buunp 3yby 24 ssnjuog 'S 25 papuojuy
Juicd siy 12 saleney ayl 2orjday 15371 104od|E Al Bupnp dn
1yBi ABW SCITT MOPBA PUR P3Y B4 'MO| 228 SBIIRNIE] Iy usym b 491531 [OUOOIY Ylealyg mOUO«OLD«



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
2098 Gaither Road

Rackville MD 20850

The Ashley Collection, Tnc.

Attn: Mr. RoEcﬂ Goldy
600 West 577 St., 2™ Floor
New York, NY 10019 DEC 19 2008

Re: k082086
Trade Name: Protocol Alcohol Breath Alcohol Tester
Regulation Number: 21 CFR 862.3050
Regulation Name: Breath-Alcohol Test System
Regulatory Class: Class I, reserved
Product Codes: DJZ
Dated: November 14, 2008
Reccived: November 17, 2008

Dear Mr. Goldy:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in inlerstate
comumerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against mishranding and
adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820).
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally

marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific information about the application of labeling requirements to your device,
or questions on the promotion and advertising of your device, please contact the Office of In
Vitro Diagnostic Device Evaluation and Safety at (240) 276-0490. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97).
You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Intemational and Consumer Assistance at its toll-free number
(800) 638-2041 or (240) 276-3150 or at its Tnternet address at
http:/fiwww.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

&Qﬁ/m m ) C@O{?\MJ M ,%,) hDV‘M

an M. Cooper, M.S., D.V.M.
Director
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device
Evaluation and Safety
Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number: K082086

Device Name: Alcohol Breath Tester
Indications for Use:
This devise is intended to measure alcohol in the human breathe.

Measurements obtained by this device are use as an aid in the detection of
alcohol intoxication.

Prescription Use: and/or Over-the-Counter Use (OTC):_x
{Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE
ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of /n Vitro Diagnostic Devices (0IVD)

nivision\ﬁ?#.-caff
Office of fy Vitro Diagnostic Devices,

Evaluation and Safety
510(k) No. K082086




